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DETAILED ACTION 

Election/Restrictions 

1. Claims 21-22 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to nonelected inventions, there being no allowable generic or 
linking claim. Election was confirmed without traverse in the reply filed on 08 December 
2006. 

2. Claims 10, 12 and 21-22 are cancelled; claims 1-9, 11, 13-20 and 23-25 are 
pending. 

Specification 

3. In view of the amendments received 08 December 2006, the examiner withdraws 
the objection to the specification. 

Claim Objections 

By way of clarification of the previous objection to claim 18, the examiner would like to 
note that it is unclear whether it is the circumstances or the recording of the medical 
data that actually occurred (lines 2-3 of the claim). It is to be further noted that line 5 of 
the claim should also be grammatically clarified, specifically the phrase "the risk of 
unnecessarily recording of diagnostic data." The objection to this claim is maintained. 
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Response to Arguments 

4. Applicant's arguments filed 08 December 2006 have been fully considered but 
they are not persuasive. The applicant argues (page 11-12, "Remarks") that Wilson's • 
(Wilson et al U.S. 5,908,392) implantable system does not contain all of the claimed 
elements, including the amended subject matter. Specifically, the applicant argues, 
"Wilson discloses a system that continuously records data into temporary buffers 
without reference to any type of criteria. See column 8, lines 49-54. Upon meeting a 
particular criteria, data from the temporary buffers is transferred to a snap-shot buffer for 
long-term storage. See column 10, lines 16-25 and lines 41-44. Thus the Wilson 
system continuously records data." The examiner respectfully disagrees with this 
position. While it is true that Wilson's system continuously stores data related to cardiac 
events and waveforms, this storage is only temporary and can therefore not be 
considered to be recorded at all. Once a set of programmable trigger criteria is met, 
indicating a likely onset of an arrhythmia, the control system creates a data snapshot 
based on the collected data before and after the trigger criterion or criteria has been 
met. This snapshot, since it is transferred to a long-term memory, can be seen as 
recorded. See column 3, lines 20-40. The difference between the continuous storage 
of data and the recording of significant data snapshots is that the continuously gathered 
data is temporarily available and not permanently stored. The rejection of claims 1-3, 
19-20 and 23-25 under Wilson is therefore maintained. 

5. Applicant's arguments, see "Remarks," pages 9-10, filed 08 December 2006, 
with respect to Baker et al (2002/0147409) have been fully considered and are 
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persuasive. The rejection of claims 1-3, 12, 19-20 and 23-25 under Baker has been 
withdrawn. 

6. Applicant's arguments, see "Remarks," pages 10-11, filed 08 December 2006, 
with respect to McClure et al (U.S. 6,275,734) have been fully considered and are 
persuasive. The rejection of claims 1 , 2, 4 and 12 under McClure has been withdrawn. 

Claim Rejections - 35 USC § 102 

7. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

8. Claims 1-2, 8-9, 11, 13, 19-20 and 23-25 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Wilson et al (U.S. 5,908,392). For a full discussion of the claimed 
elements, please see above and the previous Non-Final Office Action. 

9. Regarding claim 19, Wilson discloses the use of both IEGM (col. 5, lines 48-54) 
and event records (col. 3, lines 20-40) for diagnostic data. 

10. Regarding claim 20, the examiner considers the data snapshot used by Wilson to 
provide data to long-term memory not only of likely cardiac events, but also of the 
cardiac events themselves, for example a cardiac arrhythmia that actually occurred. 

1 1 . Regarding claims 23 and 25, Wilson discloses (col. 5, lines 48-50; col. 6, lines 
20-30) a dual chamber pacemaker including a control system that receives cardiac data 
such as IEGM, a memory operative to record diagnostic medical data associated with 
the cardiac rhythm and a risk-based diagnostic data controller operative to perform the 
claimed functions. 
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12. Regarding claim 24, Wilson discloses, (col. 16, lines 58-61) "a system and 
method are provided for recording and storing, in long-term memory and in form of data 
snapshots, medical data acquired prior to and subsequent to occurrence of cardiac 
episodes and implantable device functions defined as important by the medical 
practitioner." The examiner considers this to be an adaptive-based diagnostic controller 
operative to adaptively modify parameters employed to by the risk-based diagnostic 
data controller in making its evaluation so as to improve the reliability of such 
evaluations. 



Claim Rejections - 35 USC § 103 

1 3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

14. Claim 14 is rejected under 35 U.S.C. 103(a) as obvious over Wilson et al (U.S. 
5,908,392); claims 15-18 are rejected under 35 U.S.C. 102(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Wilson et al (U.S. 5,908,392). 
For a full discussion of the claimed elements, please see above and the previous Non- 
Final Office Action. 

15. Claims 4 and 6-7 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Wilson et al (U.S. 5,908,392). 
Wilson discloses (col. 5, lines 55-60) the use of a control system that receives the 
output signals from a ventricular sense amplifier (32) over line (42). The output signals 
are generated each time that a ventricular event is sensed within the heart. Since the 
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device senses data from the ventricle, and uses data from all of the heart to record data 
based on a likely onset of an arrhythmia, the examiner considers the system to naturally 
identify periods of time wherein there is an elevated risk for ventricular fibrillation. In the 
alternative, it would have been obvious to one of ordinary skill in the art at the time of 
the invention to identify periods of time wherein there is an elevated risk for ventricular 
fibrillation in order to diagnose and mark a specific instance of a particular kind of 
arrhythmia, which is ventricular fibrillation. 

16. Regarding claim 6, since the storing of the cardiac information is intended as a 
snapshot of a detected arrhythmia, the examiner considers it to be inherent in the 
system that this recording is deactivated if arrhythmia is not occurring. In the alternative, 
the examiner considers it to be obvious to one of ordinary skill in the art at the time of 
the invention to deactivate Wilson's long-term storage of diagnostic data in order to save 
space in the system memory. 

17. Regarding claim 7, Wilson discloses the claimed invention except for deactivating 
the recording of diagnostic data after at least nine months. It would have been obvious 
to one having ordinary skill in the art at the time the invention was made to use this fixed 
period, since it has been held that discovering the optimum or workable ranges involves 
only routine skill in the art. In re Aller, 105 USPQ 233. 

18. Claims 3 and 5 are rejected under 35 U.S.C. 103(a) as obvious over Wilson et al 
(U.S. 5,908,392) in view of Sweeney et al (U.S. 6,400,982). Wilson discloses the 
claimed invention except for monitoring heart rate variability and identifying periods of 
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time with reduced heart rate variability. Sweeney however discloses (col. 7, lines 52-68; 
col. 8, lines 1-3) a method for use with an implantable system for predicting cardiac 
arrhythmias, which includes the steps of sensing cardiac parameters and predicting an 
arrhythmia based on arrhythmic triggers or markers. Some of these triggers include 
abnormal heart rate variability. Though Sweeney does not mention recording the 
diagnostic data, the invention can be used (col. 7, lines 48-51) with apparatus that 
include programmers and recorders. Further Sweeney and Wilson both disclose 
diagnostic systems for use with cardiac rhythm management. Therefore it would have 
been obvious to one of ordinary skill in the art at the time of the invention to modify 
Wilson's diagnostic data recorder with Sweeney's heart rate variability detection in order 
to provide a parameter for recording that uses heart rate as a predictor for arrhythmia. 
19. Regarding claim 5, Sweeney discloses (col. 2, lines 59-67; col. 3, lines 1-2) "an 
arrhythmia is predicted by: 1) detecting a conditioning event statistically associated with 
the occurrence of an arrhythmia in a patient's heart; 2) computing a conditional 
arrhythmia probability for the conditioning event from past observations of instances in 
which the conditioning event occurs alone or together with an arrhythmia within a 
specified time period; 3) computing an estimated arrhythmia probability based upon the 
detected occurrence of the conditioning event; and 4) predicting the occurrence of an 
arrhythmia within a specified prediction time period if the estimated arrhythmia 
probability exceeds a specified threshold value." The examiner considers this to be 
identifying a time subsequent to the predicted ventricular fibrillation as a risk period. 
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Conclusion 

20. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

21 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Malamud whose telephone number is (571) 
272-2106. The examiner can normally be reached on Monday-Friday, 9.00am-5.30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl Layno can be reached on (571) 272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Deborah L. Malamud 
Patent Examiner 
Art Unit 3766 
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